
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONFIRMATION NO. 



09/555,529 



22850 



07/24/2000 



PATRICIA KANNOUCHE 



7590 03/0672006 

OBLON, SPIVAK, MCCLELLAND, MAIER & NEUSTADT, P.C. 
1940 DUKE STREET 
ALEXANDRIA, VA 22314 



192863US0PCT 



6934 



EXAMINER 



JOHANNSEN, DIANA B 



ART UNIT 



PAPER NUMBER 



1634 

DATE MAILED: 03/06/2006 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



1 

Office Action Summary 


Application No. 

09/555,529 


Applicant(s) 
KANNOUCHE ETAL 


t Aal 1 ill ivl 

Diana B. Johannsen 


Art Unit 

1634 





The MAILING DATE of this communication appears on the cover sheet with the correspondence address 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 01 September 2005 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 30-78 is/are pending in the application. 

4a) Of the above claim(s) 43-58.66-73 and 75-78 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 30-42.59-65 and 74 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may hot request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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FINAL ACTION 

1 . This action is responsive to the complying complete set of claims filed 01 
September 2005, as well as to the Supplemental Response to Election of Species filed . 
30 September 2003. Any rejections not reiterated in this action have been withdrawn. 
This action is FINAL. 

2. It is noted that the new title and amendments to the specification filed 15 July 
2004 (and re-submitted 01 September 2005) have been entered. 

Election/Restriction 

3. It is again noted that the Amendment of 10 February 2003 canceled original 
claims 1-29 (which claims were subject to the Restriction Requirement mailed 08 July 
2002), and added new claims 30-78. New claims 30-42, 59-65, and 74-75 are drawn to 
nucleic acids encoding proteins and fragments thereof, expression vectors, host cells, 
and nucleic acid detection reagents, and therefore correspond to elected Group I. 

4. Newly submitted claims 43-58, 66-73, and 76-78 are directed to inventions that 
are independent or distinct from the invention originally claimed and elected by 
Applicant (see the Response to Restriction Requirement filed 08 August 2002) for the 
following reasons: 

-New claims 43-53, 66-73, and 76-78 are drawn to methods for detecting nucleic 
acids, corresponding to non-elected Group II (original claims 6-12); and 
-New claims 54-58 are drawn to methods in which polynucleotides are expressed 
in cells so as to produce proteins that inhibit cell proliferation, corresponding to 
non-elected Group VI (original claim 26). 
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Applicant has received an action on the merits for the originally presented and 
elected invention of Group I. As the inventions of claims 43-58, 66-73, and 76-78 
correspond to non-elected inventions previously withdrawn from consideration, claims 
43-58, 66-73, and 76-78 are also withdrawn from consideration as being directed to a 
non-elected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 
5. Additionally, Applicant's election with traverse of SEQ ID Nos 18, 19, 27, and 28 
in the reply filed on 06 June 2003 is acknowledged. The traversal is on the ground(s) 
that the Office "has not provided adequate reasons and/or examples to support a 
conclusion of patentable distinctness between the identified groups." The response 
continues that the statement by the examiner that "each primer pair is characterized by 
a different combination of particular nucleotide sequences and functions in the 
amplification of a different target sequence" is "an unsupported conclusion." This is not 
found persuasive because applicants 1 own specification provides the sequences of each 
primer (each of which differs from the other) and exemplifies the fact that each primer 
pair amplifies a different target sequence, such that the examiner's conclusion is 
supported by the teachings of applicants 1 own specification. Further, Applicants' 
response has provided no specific arguments supporting a conclusion different from 
that reached by the examiner (for example, applicants have not indicated what they 
believe might constitute a "special technical feature" shared by all the molecules 
encompassed by the claims). Accordingly, Applicants' arguments are not persuasive. 

The requirement is still deemed proper and is therefore made FINAL. 
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It is noted that in the Supplemental Response of 30 September 2003, Applicant 
clarified the fact that claims 45, 48, 49, 68, 71 , 74, 76, and 77 read on the elected 
primers. Of these claims, only claim 74 is encompassed by elected Group I. 

Claim 75, which is encompassed by Group I, does not read on elected primers 
SEQ ID NOS 18, 19, 27 and/or 28. Accordingly, claim 75 is withdrawn from further 
consideration pursuant to 37 CFR 1.142(b), as being drawn to a nonelected invention, 
there being no allowable generic or linking claim. Applicant timely traversed the 
restriction (election) requirement in the reply filed on 06 June 2003. 

Claim 74 is also withdrawn from consideration to the extent that it is drawn to 
non-elected sequences (i.e., sequences other than elected primers SEQ ID Nos 18-19 
and a "fragment obtained by amplification of a kin17 nucleotide sequence with SEQ ID 
NO: 18 and SEQ ID NO: 19"). 

6. This application contains claims 43-58, 66-73, and 75-78 drawn to inventions 
nonelected with traverse. A complete reply to the final rejection must include 
cancellation of nonelected claims or other appropriate action (37 CFR 1 .144). See 
MPEP§ 821.01. 

7. Applicants' request in the response of 10 February 2003 that non-elected 
process claims be rejoined at such time as the elected claims are found allowable is 
noted. However, no claims are allowed at this time. 

Declaration under 37 CFR 1.132 

8. In view of the cancellation of original claims 1 -5, 24-25 and 29, it is noted that the 
rejections of those claims set forth in the Office action of 09 October 2002 are moot. 
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However, it is also noted that the Declaration under 37 CFR 1 .132 filed 10 February 
2003 is sufficient to disqualify the Kannouche et al reference (Biochimie 79:599-606 
[1997]) as prior art under 35 USC 102(a). 

Information Disclosure Statement 

9. The information disclosure statement filed 10 February 2003 fails to comply with 
37 CFR 1 .98(a)(2), which requires a legible copy of each cited foreign patent document; 
each non-patent literature publication or that portion which caused it to be listed; and all 
other information or that portion which caused it to be listed. Specifically, no copy of 
reference AAA (M.D. Adams et al) has been provided; accordingly, that reference has 
not been considered. 

Claim Rejections - 35 USC §112 

10. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

THE FOLLOWING ARE NEW GROUNDS OF REJECTION NECESSITATED 
BY APPLICANTS' AMENDMENTS TO THE CLAIMS 

1 1 . Claims 39-42 and 64-65 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. This is a new matter rejection. 
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While applicants' specification discloses bacteria and particular lines of cells 
comprising vectors and plasmids that express various kin17 proteins and variants 
thereof (see, e.g., page 1 and examples throughout the specification), the specification 
as originally filed does not broadly disclose host cells comprising polynucleotides that 
encode such proteins, as encompassed by the instant claims. The specification does 
not refer to or provide any type of limiting definition of the term "host cell," and the 
claims as written are sufficiently broad so as to encompass any type of cell comprising 
the claimed polynucleotides in any form (including polynucleotides which are [unlike the 
molecules exemplified in the specification] free of any type of vector or plasmid 
construct). It is noted that Applicants have not provided any type of specific reference 
to locations in the specification that are believed to provide basis for the claims (rather, 
Applicants merely state that support is found "in Claims 1-29 and the specification as 
originally filed" (see the response of 10 February 2003)), and the examiner could not 
identify basis for this subject matter as it is now broadly claimed. Accordingly, claims 
39-42 and 64-65 introduce new matter. 

12. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

THE FOLLOWING ARE NEW GROUNDS OF REJECTION NECESSITATED BY 

APPLICANTS' AMENDMENTS TO THE CLAIMS 

13. Claims 30-42 and 59-65 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 
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Claims 30-42 and 49-65 are indefinite over the recitation of the language "kin17 

protein which comprises an amino acid sequence wherein amino acids to are 

deleted in SEQ ID NO: " in claims 30, 32-34, and 59-60. This language does not 

make clear the structural requirements of the molecules encompassed by the claims. 
While the claims make reference to particular amino acids that are "deleted in" a SEQ 
ID NO, the claims do not otherwise require that the "non-deleted" portion of that SEQ ID 
NO be present in the claimed molecules. While one of skill in the art could clearly 
identify a molecule comprising, e.g., the two portions of SEQ ID NO: 26 flanking a 
particular "deleted" region, it is not clear how one would or could identify molecules 
encompassed by the claims that do not include the "non-deleted" portion of the SEQ ID 
NO referenced in the claims. Clarification is required. 

Claim Rejections - 35 USC § 101 
THE FOLLOWING ARE NEW GROUNDS OF REJECTION NECESSITATED BY 
APPLICANTS' AMENDMENTS TO THE CLAIMS 

14. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

15. Claims 39 and 65 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. The claims do not sufficiently 
distinguish over cells that exist naturally because the claims do not particularly point out 
any non-naturally occurring differences between the claimed products and the naturally 
occurring products. In the absence of the hand of man, the naturally occurring 
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products are considered non-statutory subject matter. See Diamond v. Chakrabarty, 
447 U.S. 303, 206 USPQ 193 (1980). 

Specifically, instant claims 39 and 65 as written encompass cells found in nature 
that comprise wild-type kin17 molecules. While it is noted that claims 31 and 61 (from 
which claims 39 and 65, respectively, depend) are drawn to "isolated" polynucleotides, 
as claims 39 and 65 are drawn to host cells that "comprise" such polynucleotides, the 
polynucleotides encompassed by claims 39 and 65 are not "isolated" molecules. 

(With regard to claims 40-42 and 64 (which are also drawn to "host cells"), it is 
noted that as the host cells of these claims comprise deletion constructs that are not 
found in nature, these claims meet the requirements of 35 USC 101 .) 

Claim Rejections - 35 USC § 102 
THE FOLLOWING ARE NEW GROUNDS OF REJECTION NECESSITATED BY 
APPLICANTS' AMENDMENTS TO THE CLAIMS 

It is noted that while applicants' claims previously encompassed nucleic acid 
fragments of SEQ ID NO: 1 consisting of SEQ ID NO: 18 orSEQ ID NO: 19 (see, e.g., 
original claim 5), as well as a group of reagents including SEQ ID NO: 18 and SEQ ID 
NO: 19 (in combination with several other reagents; see, e.g., original claim 29), instant 
claim 74 encompasses both an isolated polynucleotide comprising SEQ ID NO: 18 and 
an isolated polynucleotide comprising SEQ ID NO: 19. 

16. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

17. Claim 74 is rejected under 35 U.S.C. 102(b) as being clearly anticipated by 
Matsuda et al (The Journal of Biological Chemistry 268(33)24950-24958 [1993]). 

Matsuda et al disclose double-stranded vectors comprising instant SEQ ID NO: 
18 (see entire reference, particularly the "Materials and Methods" section at pages 
24950 and Figure 3, particularly nucleotides -270 through -249, which are the reverse 
complement of instant SEQ ID NO: 18). Accordingly, Matsuda et al clearly anticipate 
the claimed invention. 

18. Claim 74 is rejected under 35 U.S.C. 102(a) as being clearly anticipated by EST 
database accession no. AI089251 (NCI-CGAP; gb09a11.x1 Soares pregnant uterus 
NbHPU Homo sapiens cDNA clone, 8/1998). 

EST database accession no. AI089251 discloses a cDNA comprising instant 
SEQ IDJMO : 19 (see entire reference, particularly nucleotides 218-243 of the 
sequence). Accordingly, EST database accession no. AI089251 clearly anticipates the . 
claimed invention. 

Conclusion ^ 

1 9. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Sequence alignments are provided to show the identity shared 
between the nucleic acid of Matsuda et al and instant SEQ ID NO: 18, and the nucleic 
acid of EST database accession no. AI089251 and instant SEQ ID NO: 19. 
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20. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Diana B. Johannsen whose telephone number is 
571/272-0744. The examiner can normally be reached on Monday and Thursday, 7:30 
am-4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached at 571/272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Diana B. Johannsen 
Primary Examiner 
Art Unit 1634 
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